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Lack of unity of invention 
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applicability; citations and explanations supporting such statement 

Certain documents cited 

Certain defects in the international application 

Certain observations on the international application 

2. FURTHER ACTION 

If a demand for international preliminary examination is made, this opinion will be considered to be a written opinion of the 
International Preliminary Examining Authority ("IPEA") except that this does not apply where the applicant J chooses an 
iS^ority other than this one to be lie IPEA and the chosen IPEA has notified the International Bureau under Rule 66. \bis(b) 
that written opinions of this International Searching Authority will not be so considered. 

If this opinion is, as provided above, considered to be a written opinion of the IPEA, the appUcant : i. mvited to submit tc . the 
IPEA a written reply together, where appropriate, with amendments, before the expiration of 3 months from the date of mailing 
of Form PCT/ISA/220 or before me expiration of 22 months from the priority date, whichever expires later. 
For further options, see Form PCT/ISA/220. 

3. For further details, see notes to Form PCT/ISA/220. 
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Box No. I Basis of this opinion 


1 . With regard to the language, this opinion has been established on the basis of the international application in the language in which it 
was filed, unless otherwise indicated under this item. 


CD This opinion has been established on the basis of a translation from the original language into the following language , 

which is the language of a translation furnished for the purposes of international search (under Rules 123 and 23.1(b)). 


2. With regard to any nucleotide and/or amino acid sequence disclosed in the international application and necessary to the claimed 
invention, this opinion has been established on the basis of: 


a. type of material 




1 1 a sequence listing 




1 1 table(s) related to the sequence listing 




b. format of material 




1 1 in written format 




1 1 in computer readable form 




c. time of filing/furnishing 




1 1 contained in international application as filed. 




1 1 filed together with the international application in computer readable form. 


1 1 furnished subsequently to this Authority for the purposes of search. 


3. D addition, in the case that more than one version or copy of a sequence listing and/or table relating thereto has been filed 
or furnished, the required statements that the information in the subsequent or additional copies is identical to that in the 
application as filed or does not go beyond the application as filed, as appropriate, were furnished. 
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Box No. V Reasoned statement under Rule 43 Ws.l(a)(i) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 



1. Statement 

Novelty (N) 

Inventive step (IS) 

Industrial applicability (IA) 



Claims 1-13 



Claims NONE 



_YES 
NO 



Claims NONE 
Claims 1-13 



_YES 
NO 



Claims 1-13 



Claims NONE 



JYT3S 
_NO 
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International application No. 
PCT/US04/16784 



V. 2. Citations and Explanations: 



ru™ 1 13 lack inventive step under PCT Article 33(3) as being obvious over Ekwuribe etaL (US 2003/0060606), Camble el el. 

aL (Biomaterials (2000) 21, 2361-2370). 

In the patent claims 33-72, Ekwuribe et aL teach a method of treating a disease state, eg., osteoporosis ^g^^^ 81 " 6 
adnHmsterin^oTsubject a calc tonin conjugated with polyethylene glycol (PEG), wherein the PEDmoieties are linked £ lysme 
r^oCll^dlsTseeme patent claims 44). Since it is well-known fact that Paget' s disease is a chronic bone disorder that typically 
^Sen Wei deformed bones and may result in bone pain (a peripheral pain), arthritis, the Ekwuribe's teaching is apphed to 
Sta T^^Z^T^ et aL(Ai Lee et al. (BW Lucke et al. teach the subject matter of the instant claims 1-2. 

In the patent claims 45 and 50, Ekwuribe et al. teach that the PEGmoiety consists of 7 PEG subunits (i.e., -[CH^O],-), which 
is covalently linked to a carboxylic acid moiety, as applied to claims 3-4. 

In the patent claim 51, Ekwuribe et al. teach the same structure of claim 5, as applied to the instant claim 5. 
In the patent claim 49, Ekwuribe et al. teach the same structure of claim 6, as applied to the instant claim 6. 

In the patent claims 46 and 5 1, Ekwuribe et aL teach the same structures of claims 7 and 8, respectively, as applied to the instant 
claims 7-8. 

I» the patent claims 52, 54, 55 and 56, Ekwuribe et al. teachthe same structures of claims 9, 10. 11 and 12, as applied to the instant 
claims, 9, 10, 11 and 12. 

In the patent claim 57, Ekwuribe et al. teach the same structure limitations as the formula A of the instant claim 13, which is 
applied to claim 13. 

Ekwuribe et al. do not expressly teachthe said method is applied to treating peripheral pain in said subject. 

May et aL teach use of calcitonin or calcitonin gene related peptide for Heating peripheral pain (see [0054]) and indicate that this 
has been known in the art, which is applied to the instant claims 1-13. 

It would have been obvious to one skilled in the art at the time the mvention was made to develop ^^fj^f^ m 
peripheral pain comprising administering to said subject the PEG polymer or polygene glycol ^y^"^"^™ ™ 
KHn the art would have been motivated to do this because © calcitonin has been suggested for use m treating P m P^f ^ 
SuoTandOO as stated above, the osteoporosis Pagel's disease typically results in enlarged, deformed w^SH?™ 
ffiw^con^nn- ^tme n ^nste^sisPa.e^ PPF-eon^cd c ^in yoM Mve 
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Supplemental Box 

In case the space In any of the preceding boxes is not sufficient, 



"unavoidably led to treatment of the peripheral pain because the said pain is caused by the mentioned Paget* disease state. Thus, one 
skilled in the art would have readily and successfully arrived at the claimed process of the current application. 

Claims 1-13 meet the requirement of PTC article 33(4), because the claimed process is useful for treating peripheral pain condition 
thereof. 
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